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Division of Dock0ts Maxlagemcxlt 
Food and Drug Administration 
5630 Fishers Lmle, Room 1061 
R0ctil.l~ MD 20852 

pcket Nos. 1996&0418,1997P-0197,1998P-0203, and 2OOON4Ho4] 

Dois Sir or Madam! 

I am wsiting to cormnent on the Food and Drug Administration’s proposed ride on 
SdmomZZu Enkritidis in shell eggs. I am a contract egg producer with an operation in 
SthyIer, Nebraska. As a contract egg pmducbt; I take pride in producing a sa& product 
to dediver to my processor. Food ticty is in my interest as a farmer, small business 
operator and wnsumcr. Implementing these plans voluntarily with no federal mandate is 
to my advantage. 

IamalreadyregulatedbymauydB~federalandstatca@es. Evenwhear 
the aim ofregulation is good, the inudea of complying -be heavy: es@alIy on fprms 
and other small businesses. I respectfully urge FDA to minimize the additional burden in 
the following ways. 

* 1. 

2, 

The FDA should tbmugbly review an &sting state and private egg quality 
a6surancepro~with the ideaofincixporatingtheseprovenprogramsapert of 
propod FDA remans. Ihiuwn like me who voluntarily comply with one of 
these plans are then in compliance with FDA regulations. 
Even though I znn not a table egg producer I have a vested interest as taxpayer of 
minimiffinn impection wsts. The AgCcultural Marketing Service already impacts 
cggp~~ti~several~a~~tbaShcllEggS~~ 
Rogmm,cdteninwopemtionwithstatcagonoios. AMSEmdtistatesare 
ho~bdgmble of tho egg indusky, and using Ihem will avoid diverting FDA 
employees away from homeland security, import inspections and other work. 

I would also suggest that FDA needs more input from scidists who are expeits in 
^ eggandpatthyscion~ ScveralparbofthoFDApropo4shouldbcchanged 
- bec~theyarccitheaimpractical,~ycostlyorin~ctwith~~d . science. 
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The proposed rule doe not include vaccinatio% eveu though it is a highly 
effective mean6 of centtolling SE. An e&k&x vaccination program, 
combined with a single environmental test shortly before dopopulation 
would allow OLV birds to have protection and allow control of SE. . 

l In our state, the laboratory system has not established a testing facility for 
SE. &fore implanenting the rule, FDA should survey public and private 
laborartoriestoarsesswhttheJrlaa,capaEityis~totest160TSE. This 
mvey would aIso apply for AI, and END as well. 

+ In wider months, it is not practical to wash our facilities. The birds have 
been mnowd which is the heat source, consequently the water lines will 
f?em. FDA should not impose a requirement that producers cannot carry 
out. FDA could make the wet ckauing opt&al, aud require only a dry 
cleallingaf&xatkanenviromnen talpoaitive. Vrrcin;lrioncuuldbeueedin 
conj~~withthechyc~gthgebycontrollingthespaeadtoansw 
flock. 

l FDA has a requirement that eggs held more than 36 hours be refrigerated 
at 45O F. Cur eggs arc normally moved to the plant in less than 24 hours 
except on the weekend and holidays. When the egg6 are w- there will 
be ahighor inc$&uceof checks and cracks ifthey have previouslybeen 
re5igerat~ simply became oftbe sudda change in temperature. In the 
summer our cooler is stretched to its limit to maintain 60 &grees. The 
36bur limit could be lengthened to something more realistic, like 72 
hours The second part would be to require n&&ration at 55* F unless 
theeggsareheldmorcthanaweek,audthenkposethe45°F 
rsquirement if necessary. By that time the egg6 are in the plant The 
science tells us that these times and temperams are adequate. 

l FDA’s bio-security requjrements should lx more flexWe. Bio-security is 
important. Some of the FDA requirmmts are not practical like the 
changing of cloth and shoes bchuccn houses. Our walkways arc already 
cons&ucted along the egg conveyor which travels through each house. The 
fhn nc& to establish its own bio-security steps. 

One other item is the responsible person. I am the only person on the fm. I don’t have 
time or the money to take several days for this kind of training especially aa a cc&a& 
breaking producer. My processor has technical people who are already doing this 
prugtamonotherfanns. Canthisperjonbemyteclmicalliaison~aslrmgasmy 
recordsarem~onthefarm3 

. l What is going to happen to these SE positive eggs? If the positive eggs 
could not be sold at any price9 then the loss to produc,rs would be much 
more than FDA 1~ estimated. Haa the FDA addressed this problem 



through an indesrmiw system, payMe if producers hve fully c0injWd 
with the regulatory rcquiremtis? 

l For the bigger picture, these rcquhments could cause iiuther 
consolidation in our industry, with smaller operations ~mablc to afford ihe 
additional labor and compliance costs. Our government yet always 
professes to be concerned about the increasing concentration i;: 
agrim, 

In closing, I repeat that my farm is dedicated to delivering a safe product to ow 
proewsor. We will always comply with the. law and regulations to the best of l~u: ability. 
We need regulations that are flexible, reasonably applied, and scientifically based if we 
me to survive as a buoixms. In agric~l~~ we usully caunot pass oaiimxrased cysts 
sinec we are the and The producer ends up absorbing the cost of reg&ions. I st~~@y 
urge you to make the appmpr& changes so this regulation can be workable for our 
industry. 

Sincerely, 

Jim Bulkley 
81 attorlwood Drive 
Coltnn~ NE 68601 
Phone 402-564-6019 


